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SUMMARY OF FDA REGULATORY AUTHORITY AND THE 
PROPOSED TOBACCO REGULATIONS 

President Clinton announced August 10, 1995 that he decided to permit FDA 
Commissioner Kessler to begin the process of asserting jurisdiction over 
cigarettes. On August 11, FDA published proposed regulations as part of its 
Rule Making process; a 90 day public comment period has begun. The 
proposed regulations, purportedly designed to limit youth access to cigarettes, 
are misguided and contrary to federal law. Only Congress can change the law 
to give FDA the authority to regulate cigarettes -- and that has not happened. 

Philip Morris shares a common goal with ail Americans on the issue of youth 
smoking -- minors should not smoke period -- and we have a long history of 
supporting measures, voluntary and legislative, directed at preventing youth 
from acquiring cigarettes. On that point we agree with the President and we will 
continue our efforts, working with other members of the industry, the nations 
retailers, and legislators to ensure that effective barriers are placed before youth 
who attempt to buy cigarettes. The best way to keep cigarettes from kids is to 
keep kids from cigarettes. 

But Commissioner Kessler's proposal to regulate tobacco products as a “drug 
delivery device” represents a radical change in direction and departure from 
long-standing precedent and practice. Even Commissioner Kessler 
acknowledges such a proposal raises "societal issues of great consequence 
and magnitude." Only Congress - not Commissioner Kessler - can make a 
national policy decision of such magnitude. 


I. FDA REGULATORY AUTHORITY AND CIGARETTES 

FDA is the agency charged with overseeing the safety of the nation's medicines 
and other therapeutic agents. Under Federal law, the FDA can regulate 
products as “drugs” or “devices” only if they are "intended for use in the . . . 
treatment or prevention of disease in man . . . [or] . . . [intended] to affect the 
structure or function of the body of man." 

Courts, in the specific context of cigarettes, have ruled that the fact that a 
product may have an "affect on the structure or function of the body" is not 
enough to establish jurisdiction. 

FDA "drug" or “device” regulation is authorized only where the manufacturer 
has made therapeutic claims in the promotion of the product -- as courts 
have held many times that "is determined from objective evidence such as the 
product's current and past containers, instructions, and advertisements." Coffee 
and colas, which contain caffeine, are not regulated as "drugs"; but caffeine 
pills, which are marketed as a medicine to keep consumers awake, would be 
regulated by FDA. 
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For more than 80 years, FDA (and its predecessor agencies) have consistently 
taken the position before Congress and the courts that FDA does not have any 
jurisdiction to regulate cigarettes unless the manufacturer makes an express 
claim of some therapeutic benefit. 

II. FDA CANNOT IMPLEMENT THE REGULATIONS 

IT IS PROPOSING 

Federal law requires that manufacturers of new drugs and devices prove that 
the product is both "safe and effective" for some therapeutic purpose. 
Commissioner Kessler, however, has stated that FDA would never make such a 
finding for cigarettes. So how can the FDA continue to allow cigarettes to be 
sold, even under the proposed regulations? 

Indeed, Commissioner Kessler, in a letter dated February 25, 1995, wrote the 
following: “A strict applications of these provisions could mean, ultimately, the 
removal from the market of tobacco products containing nicotine at levels that 
cause or satisfy addiction. Only those tobacco products from which the nicotine 
has been removed or, possibly, tobacco products approved by FDA for nicotine- 
replacement therapy would then remain on the market.” 


III. CONGRESS HAS MADE CLEAR THAT FDA HAS 
NO JURISDICTION OVER CIGARETTES 

FDA’s misguided attempt to regulate cigarettes contradicts clear congressional 
intent. In fact, over the past 40 years, Congress has considered 20 bills that 
would have extended FDA's jurisdiction to cigarettes; none of the bills passed. 
Supporters of those bills recognized that FDA had no authority to regulate 
cigarettes . Additionally, in 69 amendments to FDA’s controlling statute, 
Congress has never extended FDA jurisdiction to cigarettes. 

FDA itself has told Congress repeatedly, and Congress has understood, that 
FDA has no authority to regulate cigarettes under federal law. Though 
Commissioner Kessler has tried to "create" FDA jurisdiction by raising the issue 
of youth smoking, his stated desire to reduce youth access to tobacco cannot 
create jurisdiction where none exists. 


IV. SPECIFIC ELEMENTS FDA’S 
PROPOSED TOBACCO REGULATIONS 


Primary elements of the proposal include the following: 

1.) Creates a minimum age requirement for cigarette sales of 18 years of age. (This is 
currently the law in all states; two states have minimum age laws of 19.) 
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2. ) Requires retailer age identification of buyers who do not appear to be at least 26 
years old and mandates removal of self-service displays. Ads at retail outlets (point of 
sale), are restricted to black and white text only. 

3. ) Prohibits cigarette packs with fewer than 20 cigarettes and prohibits single 
cigarette sales. Agency is also considering establishing a maximum number of 
cigarettes per pack. 

4. ) Bans all vending machines, including in venues not normally accessible by 
minors 

5. ) Prohibits all product sampling and mail order sales/redemption of mail order 
coupons. 

6. ) Prohibits cigarette brand sponsorship of any athletic, musical, artistic, or other 
social or cultural events; use of corporate names is permitted. 

/ 7.) Prohibits sale or distribution of ail identifiable cigarette brand non-tobacco items 
and services, i.e. hats, shirts, bags. 

8. ) Bans outdoor ads (billboards) within 1000 feet of an elementary or secondary 
school, or playground. All other billboard advertising is restricted to black and white 
text only. 

9. ) Prohibits brand image advertising in publications with a set percentage of youth 
readership; permits only black and white text ads in such publications. Brand image 
ads could appear only in adult newspapers, magazines, periodicals, or other 
publications. 

10. ) In all advertisements, the products name must be followed by the words “A 
Nicotine - Delivery Device” and additional warning warnings addressed to minors are 
required. 

11. ) Requires each manufacturer to establish and maintain a national public 
educational program to combat the effect of cigarette advertising. Requires annual 
expenditures of $150 million, allocated proportionately to a companies share of total 
industry advertising and promotional expenditures. 


V. CONCLUSION 


Clearly, Commissioner Kessler and the FDA are attempting to assert control over a 
legal product, without the statutory authority to so act. Congress has repeatedly 
refused to grant FDA authority over tobacco, and indeed, prior to Commissioner 
Kesslers interpretation of the law, FDA itself agreed it did not have authority to 
regulate tobacco. While we all share the goal of preventing youth from smoking, 
Kesslers regulatory scheme is not only illegal, it is unwarranted. 
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We are pleased that the President agrees with us one fundamental thing: The best 
way to keep kids away from cigarettes is to keep cigarettes way from kids. 

However, voluntary and legislative measures directed at youth access to tobacco are, 
and will continue to be, the best means to achieve that goal. 
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